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earned patent term adjustment. See 37 CFR 1.704(b). 
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10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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DETAILED ACTION 

Receipt is acknowledged of the Applicant's Information Disclosure Statements 
filed on 9/2/2004 and 9/13/2004. 

Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-42, drawn to a composition comprising (1) an ionizable 
pharmaceutical agent, (2) a buffer, (3) a pharmaceutical^ acceptable 
excipient, and (4) wherein the composition is substantially sugar-free, 
classified in class 424, subclass 440. 

II. Claim 44-95, drawn to a composition comprising (1) fentanyl or a 
pharmaceutical^ acceptable salt thereof, (2) a pharmaceutical^ 
acceptable excipient, and (3) wherein the composition is substantially 
sugar-free, classified in class 424, subclass 439. 

III. Claim 96, drawn to a method for the oral transmucosal delivery of a 
composition comprising (1) an ionizable pharmaceutical agent, (2) a 
buffer, (3) a pharmaceutical^ acceptable excipient, and (4) wherein the 
composition is substantially sugar-free comprising, classified in class 424, 
subclass 434. 

IV. Claim 97, drawn to a method for the oral transmucosal delivery of a 
composition comprising (1) fentanyl or a pharmaceutical^ acceptable salt 
thereof, (2) a pharmaceutical^ acceptable excipient, and (3) wherein the 
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composition is substantially sugar-free, classified in class 424, subclass 
434. 

V. Claims 98-101 , drawn to a method of treating pain comprising introducing 
a composition comprising (1) an ionizable pharmaceutical agent, (2) a 
buffer, (3) a pharmaceutical^ acceptable excipient, and (4) wherein the 
composition is substantially sugar-free comprising into the oral cavity of an 
individual, classified in class 424, subclass 434. 

VI. Claims 102-104, drawn to a method of treating pain comprising 
introducing a composition comprising (1) fentanyl or a pharmaceutical^ 
acceptable salt thereof, (2) a pharmaceutically acceptable excipient, and 
(3) wherein the composition is substantially sugar-free comprising into the 
oral cavity of an individual, classified in class 424, subclass 434. 



The inventions are distinct, each from the other because of the following reasons: 

2. Inventions l-ll and III are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case, the 
compositions as claimed can be used in a materially different manner. The 
compositions as claimed can be used in a method for treating pain wherein the 
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compositions are introduced into the oral cavity of a individual. As such, a reference 
anticipating one group of inventions would not necessarily render the other inventions 
obvious. 

3. Inventions l-ll and IV are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case, the 
compositions as claimed can be used in a materially different manner. The 
compositions as claimed can be used in a method for treating pain wherein the 
compositions are introduced into the oral cavity of a individual. As such, a reference 
anticipating one group of inventions would not necessarily render the other inventions 
obvious. 

4. Inventions l-ll and V are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case, the 
compositions as claimed can be used in a materially different manner. The 
compositions as claimed can be used in a method for the oral transmucosal delivery 
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wherein said compositions are delivered to an individual via the oral mucosa. As such, 
a reference anticipating one group of inventions would not necessarily render the other 
inventions obvious. 

5. Inventions l-ll and VI are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case, the 
compositions as claimed can be used in a materially different manner. The 
compositions as claimed can be used in a method for the oral transmucosal delivery 
wherein said compositions are delivered to an individual via the oral mucosa. As such, 
a reference anticipating one group of inventions would not necessarily render the other 
inventions obvious. 

6. Inventions I and II are unrelated. Inventions are unrelated if it can be shown that 
they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In 
the instant case the different inventions have different modes of operation, effects, and 
functions. Specifically, Invention I is drawn to a composition comprising (1) an ionizable 
pharmaceutical agent, (2) a buffer, (3) a pharmaceutical^ acceptable excipient, and (4) 
wherein the composition is substantially sugar-free, whereas Invention II is drawn to a 
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composition comprising (1) fentanyl or a pharmaceutical^ acceptable salt thereof, (2) a 
pharmaceutical^ acceptable excipient, and (3) wherein the composition is substantially 
sugar-free. As such, a reference anticipating one group of inventions would not 
necessarily render the other inventions obvious. 

7. Inventions lll-IV and Inventions V-VI are unrelated. Inventions are unrelated if it 
can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, 
MPEP § 808.01). In the instant case the different inventions have different modes of 
operation, effects, and functions. Specifically, Inventions lll-IV are drawn to a method 
for the oral transmucosal delivery of a composition, whereas Inventions V-VI are drawn 
to a drawn to a method of treating pain. As such, a reference anticipating one group of 
inventions would not necessarily render the other inventions obvious. 

8. Searching the inventions of Groups I - VI together would impose a search 
burden on the examiner. In the instant case, the search of two materially distinct 
compositions and methods of using said compositions would impose a search burden 
on the examiner. 

9. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, restriction 
for examination purposes as indicated is proper. 
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10. Because these inventions are distinct for the reasons given above and the 
search required for each subset of Groups I - VI are not required for one another, 
restriction for examination purposes as indicated is proper. 

1 1 . Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

12. Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

13. In the event that applicant elects Group I or II the following election of 
species is required. This application contains claims directed to the following 
patentably distinct species of pharmaceutical^ acceptable excipients: 

Applicant is required to select a single pharmaceutical^ acceptable 
excipient or pharmaceutical^ acceptable excipient combination chosen from the 
instant claims 2-14, 27-29 and 47-58, 69-71, 85. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1 and 44 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 
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14. In the event that applicant elects Group I or II the following election of 
species is required. This application contains claims directed to the following 
patentably distinct species of polyhedric alcohol and binding agent combinations: 

Applicant is required to select a polyhedric alcohol and binding agent 
combination chosen from the instant claims 15-18, and 59-62, 72-75, 86-87. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1 and 44 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
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showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

16. In the event that applicant elects Group I or II the following election of 
species is required. This application contains claims directed to the following 
patentably distinct species of buffer combinations: 

Applicant is required to select a buffer combination chosen from the 
instant claims 30-31, and 67-68, 90. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1 and 44 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
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all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

17. In the event that applicant elects Group II the following election of species 
is required. This application contains claims directed to the following patentably 
distinct species of a pharmaceutical agent: 

Applicant is required to select either one of the following patentably 
distinct pharmaceutical agents: 

(a) fentanyl, 

(b) fentanyl citrate. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 44 is generic. 
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Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

1 8. In the event that applicant elects Group I or II the following election of 
species is required. This application contains claims directed to the following 
patentably distinct species of a dosage forms 
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Applicant is required to select either one of the following patentably 
distinct dosage forms: 

(a) compressed powder form, 

(b) hard candy form. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 44 is generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
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the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

19. Applicant's agent, Scott Larsen, was contacted on 12/28/2005 concerning this 
election requirement. Mr. Larsen was informed that, due to the complexity of the action, 
the action was submitted in writing. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David L. Vanik whose telephone number is (571) 272- 
3104. The examiner can normally be reached on Monday-Friday 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on (571) 272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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